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DETAILED ACTION 
Status of the Claims 

As a result of the Amendment After Final being filed on 9/18/2007, claims 1-40 are 
pending. 

Response to Amendment 

1 . Applicant's request for reconsideration of tlie finality of the rejection of the last 
Office action is persuasive and, therefore, the finality of that action is withdrawn. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

3. Claims 1-3, 6-23, 25-27 & 35-40 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Cunningham et al. (U.S. Publication Number 2003/0069719). 

Referring to claim 1 , Cunningham et al. discloses pseudo skin (skin traction mechanism 
36); a receiver (shaft 44). wherein said receiver receives an end effector; and a first 
device (casing 127) for performing a first skin-interaction technique that is used in 
conjunction with a simulated vascular-access procedure, wherein said receiver and said 
first device are disposed beneath said pseudo skin (Fig, 3 and the associated text). 
Referring to claim 2, Cunningham et al. discloses wherein an insertion region for said 
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end effector is defined at a site at wliicli said end effector is received by said receiver, 
and wherein said insertion region is proximal to a first region of said pseudo skin (Fig. 3 
& the associated text). 

Referring to claim 3, Cunningham et al. discloses wherein: said first skin-interaction 
technique comprises at least one of either palpation or occlusion (paragraphs 0046 & 
0052); a second region of said pseudo skin is accessible to perform said first skin- 
interaction technique; and said first region of said pseudo skin is closer to a user than 
said second region of said pseudo skin when said user is using said apparatus (Figs. 3 
&4). 

Referring to claim 4, Cunningham et al. discloses further comprising a second device 
(Fig. 4 & the associated text) for performing a second skin-interaction technique, 
wherein said second device is disposed beneath said pseudo skin (Figs. 3, 4 & the 
associated text). 

Referring to claim 6, Cunningham et al. discloses further comprising a housing (catheter 
unit assembly 34), wherein said housing has an anterior portion (catheter needle 
assembly), a posterior portion (shaft 44), an upper surface (catheter needle assembly 
47 & shaft 44) and a lower surface (housing 50) wherein, in use: said anterior portion is 
proximal to a user (Fig. 4); said posterior portion is distal to said user (Fig. 4); said lower 
surface is proximal to a support surface (base 60) on which said apparatus resides (Fig. 
4); and said upper surface is distal to said support surface (Fig. 4). 
Referring to claim 7, Cunningham et al. discloses wherein said upper surface is no more 
than about 5 inches above said lower surface (Fig. 4). 
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Referring to claim 8, Cunningham et al. discloses wherein said housing comprises at 
least one opening proximal to said upper surface thereof to access said pseudo skin 
(Fig. 3). 

Referring to claim 9, Cunningham et al. discloses wherein said housing comprises a 
handle proximal to said anterior portion by which a user grips said apparatus during use 
(needle handle 48). 

Referring to claim 10, Cunningham et al. discloses wherein: an insertion region for said 
end effector is defined at a site at which said end effector is received by said receiver 
(paragraph 0040); said insertion region is proximal to a first region of said pseudo skin 
(Fig. 3); and a first end of said receiver is relatively closer to said insertion region and a 
second end of said receiver is relatively further from said insertion region (Fig. 4). 
Referring to claim 1 1 , Cunningham et al. discloses wherein: said first skin-interaction 

# 

technique comprises at least one of either palpation or occlusion (paragraphs 0046 & 
0052); and said first end of said receiver is closer to said anterior portion of said housing 
than said first device (Fig. 4), 

Referring to claim 12. Cunningham et al. discloses wherein: said first skin-interaction 
technique comprises at least one of either palpation or occlusion (paragraphs 0046 & 
0052); and an upper-most surface of said first device extends a greater distance above 
said lower surface of said housing than said first end of said receiver (Fig. 4). 
Referring to claim 13. Cunningham et al. discloses further comprising a second device 
for performing a second skin-interaction technique, wherein said second device is 
disposed beneath said pseudo skin (Figs. 3, 4 & the associated text). 
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Referring to claim 14, Cunningham et al. does not disclose wherein: 
said first skin-interaction technique comprises one of either palpation or occlusion 
(paragraphs 0035, 0046 & 0052); and said second skin-interaction technique comprises 
skin-stretch (paragraph 0046). 

Referring to claim 15, Cunningham et al. discloses wherein at least some portion of said 
second device is closer to said anterior portion of said housing than said first device 
(Fig. 4). 

Referring to claim16, Cunningham et al. discloses wherein at least some portion of said 
second device is closer to said anterior portion of said housing than said first end of said 
receiver (Fig. 4). 

Referring to claim 17, Cunningham et al. discloses wherein said first end of said 
receiver is closer to said anterior portion of said housing than said first device (Fig. 4). 
Referring to claim18, Cunningham et al. discloses wherein an upper-most surface of 
said first device extends a greater distance above said lower surface of said housing 
than said first end of said receiver (Fig, 4). 

Referring to claim 19, Cunningham et al. discloses wherein an upper-most surface of 
said first device extends further above said lower surface of said housing than an upper- 
most surface of said second device (Fig. 4). 

Referring to claim 20, Cunningham et al. discloses wherein at least a portion of said 
receiver is disposed beneath an upper-most surface of said first device (Fig, 4). 
Referring to claim 21, Cunningham et al. discloses further comprising an 
electronics/communications interface (communication interface 24), wherein: said 
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electronics/communications interface receives signals from sensors that are associated 
with at least one of said first device or said receiver (paragraph 0054); and said 
electronics/communications interface is disposed beneath said pseudo skin (paragraph 
0054). 

Referring to claim 22, Cunningham et al. discloses wherein said 
electronics/communications interface is closer to said posterior portion of said housing 
than said first device (paragraph 0054, Figs. 3 & 4). 
Referring to claim 23, Cunningham et al. discloses wherein said 
electronics/communications interface is closer to said posterior portion of said housing 
than said receiver (paragraph 0054, Figs. 3 & 4). 
Referring to claim 24, Cunningham et al. discloses wherein said 
electronics/communications interface comprises a printed circuit board, and further 
wherein a major surface of said printed circuit board is disposed orthogonal to an 
uppermost surface of said first device (paragraph 0054, Figs. 3 & 4). 
Referring to claim 25, Cunningham et ai. discloses a housing (catheter unit assembly 
34); an end effector (catheter 47), wherein said end effector is inserted into said housing 
during the perfomnance of a simulated vascular-access procedure (Figs. 3 & 4); and a 
plurality of mechanisms (pulleys 112 & 1 15), wherein said plurality of mechanisms are 
contained completely within said housing (Figs. 3 & 4), and wherein said plurality of 
mechanisms include: (a) a first mechanism (casing 127) is for simulating a first skin- 
interaction technique that is used in conjunction with a simulated vascular-access 
procedure; and (b) a second mechanism (shaft 44) for receiving said end effector. 
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Referring to claim 26, Cunningliam et al. discloses wherein: said housing (catheter unit 
assembly 34), has a longitudinal axis (Fig. 3); a first end of said longitudinal axis defines 
an anterior portion of said housing (catheter needle assembly 47); a second end of said 
longitudinal axis defines a posterior portion of said housing (shaft 44); and in use, said 
anterior portion is proximal to a user and said posterior portion is distal to said user (Fig. 
4). 

Referring to claim 27, Cunningham et al. discloses wherein said plurality of mechanisms 
are disposed beneath a pseudo skin (Figs. 3 & 4). 

Referring to claim 35, Cunningham et al. discloses a pseudo skin (36); a plurality of 
mechanisms with which a user interacts for simulating a vascular- access procedure 
(pulleys 1 12, 1 15), wherein said plurality of mechanisms are disposed under said skin; 
and a housing (30), wherein said housing contains said plurality of mechanisms (Figs. 3 
&4). 

Referring to claim 36, Cunningham et al. discloses wherein said housing is no more 
than about 5 inches in height (Figs. 3 & 4). 

Referring to claim 37, Cunningham et al. discloses wherein said housing is no more 
than about 4 inches in height (Figs. 3 & 4). 

Referring to claim 38, Cunningham et al. discloses wherein at least one of either a 
needle or catheter is disposed outside of said housing until inserted therein during a 
simulated vascular-access procedure (Figs. 3 & 4). 

Referring to claim 39, Cunningham et al. discloses further comprising a data processing 
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system, wherein said data processing system receives signals from sensors that are 
associated with said plurality of mechanisms (paragraph 0054). 
Referring to claim 40, Cunningham et al. discloses wherein said plurality of mechanisms 
comprise discrete devices, wherein a first of said devices (casing 127) is for enabling a 
user to perform a skin-stretch technique, a second of said devices (shaft 44) is for 
receiving a needle or catheter or both, and a third of said devices (paragraphs 0035, 
0046 & 0052) is for enabling a user to perform at least one of either a palpation 
technique or an occlusion technique. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sicill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 5 & 28-34 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Cunningham et al. in view of Liu et al. (U.S. Publication 2003/0210259). 

Referring to claim 5, Cunningham et al. discloses the apparatus of claim 4 and wherein: 
said second skin-interaction technique comprises skin stretching (paragraph 0052), a 
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region of said pseudo skin is accessible to perform said second skin-interaction 
technique (Figs. 3 & 4); and said region of said pseudo skin is closer to a user than said 
first region of said pseudo skin when said user is using said apparatus (Figs. 3 & 4). 
Cunningham et al. does not disclose. Cunningham et ai does not disclose a third 
region. However. Liu et al. teaches a third region (230, 240 & 250). It would have been 
obvious to one of ordinary skill in the art at the time the invention was made to include a 
third region, as disclosed by Cunningham et a!., incorporated into Liu et al. in order to 
determine the different forces, pressures or textures in different regions. 
Referring to claim 28, Cunningham et al. discloses the apparatus of claim 25 and 
wherein said end effector is at least one of either a needle or a catheter (Figs. 3 & 4) 
(claim 28). Cunningham et al. does not disclose wherein said mechanisms include a 
third mechanism for simulating a second skin-interaction technique. However, Lui et al. 
teaches wherein said mechanisms includes a third mechanism for simulating a second 
skin-interaction technique. (230, 240 & 250). It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to include a third region, as 
disclosed by Cunningham et al., incorporated into Liu et al. in order to determine the 
different forces, pressures or textures in different regions. 

Referring to claim 29, Cunningham et al., as modified by Lui et al., discloses wherein: 
said first skin-interaction technique is skin-stretch (paragraph 0052 of Cunningham et 
al.); said second skin-interaction technique is at least one of either palpation or 
occlusion (paragraphs 0035, 0046 & 0052 of Cunningham et al.); and at least a portion 
said first mechanism is disposed at a substantially different position along said 
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longitudinal axis than said second mechanism and said third mechanism (Fig. 4 of 
Cunningham et al.). 

Referring to claim 30, Cunningham et al., as modified by Lui et al., discloses wherein: 
said first skin-interaction technique is skin-stretch (paragraph 0052 of Cunningham et 
al.); said second skin-interaction technique is at least one of either palpation or 
occlusion (paragraphs 0035, 0046 & 0052 of Cunningham et al.); and said first 
mechanism is closer to said anterior portion of said housing than said second 
mechanism and said third mechanism (Fig. 4 of Cunningham et a!.). 
Referring to claim 31, Cunningham et al., as modified by Lui et al., discloses wherein: 
said first skin-interaction technique is skin-stretch (paragraph 0052 of Cunningham et 
al.); said second skin-interaction technique is at least one of either palpation or 
occlusion (paragraphs 0035, 0046 & 0052 of Cunningham et al.); and at least a portion 
said second mechanism is disposed at a substantially different position along said 
longitudinal axis than said first mechanism and said third mechanism (Fig. 4 of 
Cunningham et al.). 

Referring to claim 32, Cunningham et al., as modified by Lui et al., discloses wherein: 
said first skin-interaction technique is skin-stretch (paragraph 0052 of Cunningham et 
al.); said second skin-interaction technique is at least one of either palpation or 
occlusion (paragraphs 0035, 0046 & 0052 of Cunningham et al.); and said third 
mechanism is closer to said posterior portion of said housing than said first mechanism 
and said second mechanism (Fig. 4 of Cunningham et al.). 

Referring to claim 33, Cunningham et al., as modified by Lui et al., discloses wherein 
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said portion of said second mechanism is flanked by said first mechanism and said third 
mechanism along said longitudinal axis (Figs. 3, 4 & the associated text of Cunningham 
et al.). 

Referring to claim 34, Cunningham et al., as modified by Lui et al., discloses wherein: a 
user interacts with said first mechanism at a first site at an upper surface of said 
housing; said user interacts with said second mechanism at a second site at said upper 
surface of said housing; said user iriteracts with said third mechanism at a third site at 
said upper surface of said housing; and a position of each of said first site, second site, 
and third site along said longitudinal axis corresponds to said positions of said 
respective first mechanism, second mechanism, and third mechanism along said 
longitudinal axis (Figs. 3, 4 & the associated text of Cunningham et al.). 

Response to Arguments 

7. Applicant's arguments filed 9/1 8/2007 have been fully considered but they are 
not persuasive. In response to the applicant's arguments in regards to Function/Use 
limitations the examiner stated that claim language after the word "for" in apparatus 
claim is nothing more than intended use. The claim language after the word "for" must 
be considered, however, this statement applies when considering functional language 
for purposes of applying prior art. While features of an apparatus may be recited either 
structurally or functionally, claims directed to an apparatus must be distinguished from 
the prior art in terms of structure rather than function. MPEP 21 14 

8. Applicant's arguments with respect to claims 1-40 have been considered but are 
moot in view of the new ground(s) of rejection. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from tiie 
examiner should be directed to Kesha Frisby whose telephone number is 571-272- 
8774. The examiner can normally be reached on Mon. - Wed. 7-3pm & Thurs. - Fri. 7- 
3:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Xuan Thai can be reached on 571-272-7147. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Ronald Laneau 
Primary Patent Examiner 
Art Unit 3714 




